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1.0 INTRODUCTION

Accreditation, re-accreditation, accreditation extension,
and surveillance are contingent upon compliance of the
applicant / accredited organization with the
accreditation requirements, and upon submission of
information and documents supporting the
organization's capability to perform inspection,
calibration, or testing activities in the requested scope
and the existence of a functioning management
(quality) system that satisfies the demands of the

relevant standard.

Review of documentation supporting the
abovementioned capabilities prior to the assessments
allows for proper preparation and effective assessment.
Handling the assessment findings, and continuous
verification of the credibility of the processes described
in the scope of accreditation must also be documented
by the applicant / accredited organization and
evaluation of the documentation (and where required —
of the actual activity) by ISRAC.

2.0 OBJECTIVE

The aim of this procedure is to define, in accordance
with the relevant international standards, the
requirements for organizations requesting accreditation
/ accredited organizations, and the information to be
submitted to ISRAC to allow its staff to adequately

conduct the accreditation related activities.
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3.0 SCOPE man 3.0

3.1 ISRAC's requirements for organizations
applying for accreditation / re-accreditation /

extension / surveillance.

4.0 APPLICABLE DOCUMENTS

4.1 ISO/IEC 17011: Conformity Assessment —
General requirements for accreditation bodies

accrediting conformity assessment bodies.

4.2 ISO/IEC 17025: General requirements for the
competence of testing and calibration laboratories.

4.3 1SO 15189: Medical laboratories —Requirements

for quality and competence.

4.4 1SO/IEC 17020: Conformity assessment --
Requirements for the operation of various types of

bodies performing inspection

4.5 ISO/IEC 17043: Conformity assessment —

General requirements for proficiency testing.

4.6 ISO/IEC 17034: General requirements for the

competence of reference material producers.

4.7  Procedure number 1-611002E: ISRAC and its
Accreditation Process Guidance and Requirements.
4.8 Procedure number 1-681001: Policy and
Evaluation of Comparison Testing Performed by
Accredited Laboratories.

4.9 Procedure number 1-000006: Requirements for

Organizations Requesting Accreditation for Sampling.
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4.10 Procedure number 2-432009: Handling of
Deviations.

4.11 Procedure number 1-661004: Validation Policy
for Test Methods.

4.12 Document number G-119-005: Instructions for
Test Kit Evaluation.

4.13 Procedure number 2-621001: Receipt and
Review of the Organization’s Documentation.

4.14 Procedure number 1-000023: Definitions used in
ISRAC's documents.

4.15 Procedure number 1-000016: Criteria for

Establishment of a Scope of Accreditation.

5.0 DEFINITIONS

See procedure number 1-000023.

6.0 RESPONSIBILITY

6.1 Organizations applying for accreditation / re-
accreditation/ extension / surveillance, or any other
ISRAC assessment, must comply with the requirements
of this procedure (in addition to the requirements of
ISRAC procedures and the surveillance agreement) as a

condition for the organization’s accreditation.

7.0 METHOD

7.1  The prerequisites for accreditation

The process begins in an application by filling a kit
available on ISRAC website according to the requested
accreditation standard and payment of the document
review fee:

https://www.israc.gov.il/?CategorylD=222
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To receive accreditation for a specific test method, the
laboratory must meet the requirements specified in table
1 in this procedure:

7.2 Organizations requesting an accreditation / re-
accreditation / extension assessment, shall submit the
documentation listed in table 1 below (for the translated
table, please see appendix 3) according to the type of
assessment and the proper standard, and shall send them
together with a signed form number T1-000014-03
(published on ISRAC's web-site) along with any other
document requested by the head of the division. After
the initial document submission, and in case nothing
has changed in their content, the organization can forgo
re-submission and instead send ISRAC a statement that
said documents have not changed since.

7.3 Most of the documents listed in table 1 are
needed for the process in most
accreditation standards. The requirement's

relevance is mentioned in the first column.

Note: If ISRAC has the need to translate some of the
CAB's documents, those documents should be sent in
word-format. The initial translation will be completed
by ISRAC. However, it is the responsibility of the CAB
to update the documents in both languages. Completion
of form number T1-000014-03 is a requirement for
accreditation and extension assessments. An
organization requesting an extension during a re-
accreditation assessment is required to fill the form and
send it to ISRAC together with the other documents

towards the re-accreditation assessment.
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mvnT 9N MWMINPN MPID NowWN MpPa =aninl IN YTNN NONON [=A)vial mwvIT phivjal
Attached: Technical MNN VTN NN NININ
Reguirement VIDY) surveillance QMS Extension | Re-Accreditation | Accreditation Requirement No.
Canlya surveillance or a new site
The Organization Presentation 1
Non 1-611003 1NN XN THON
document (Document No. 1-611003), \/ ~
. oM
completed and signed.
Checklist for relevant standard N Y20 )IND 12 JPNY NN DY 11B
requested by the CAB n2noN
Checklist for medical laboratories NPNIDT MTIVNID 1PN NV 31C
safety inspection (Document No. G- ~ G- 1901 THDN) MNPV NNPOA | Required
ly for
119-006 - on
) (119 006 1SO 15189
Statement of impartiality N N D9 KIWN NOD NTIAY DY NINNN 2
Procedures put in place to identify and N N S5V NIDN/DINNNY NN DY) 3
manage risks to impartiality. \ MTIAY2 DNAN NIWNID NIDN D)
NN
The quality manual conforms to the DY DYMY 191N Y515 MDIRN TATH 4
accreditation standard requirements NNTINI DM HMIN DY VYD
. . . MDON T )
(table of contents / index, including i v N 2NN
NN TN
procedure name, version/date, and (©NTY PM
number).
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menT 9NN MWMINPN MPID noyNn Mpro nanNIn IN YTNND NONON [a=)alviy] menT pbivjal
Attached: Technical MONN WTN INND NININ
Requirement VIDYY) surveillance QMS Extension | Re-Accreditation | Accreditation Requirement No.
Canlya surveillance or a new site
Technical Procedures for: Testing, OV, NPT DOINDN DD 5
Calibration, Sampling, Inspection 1910 9919) PT nv3own ,ny»na , 0T
(table of contents / index, including \ \ \ V 19011 H7131 DV DY DY
procedure name, version/date, and NTNM
number).
Applicable documents (not protected , DN DNPN) DIIOYWS DIDNDN 6
by copyrights). NP2 DINN DINY) 1) Do) not
\/ TN >?b \/ \/ (DONY required
As required by
ISO/IEC
17043
A list of equipment used for testing. N N N N P72 WRWND TYSN NDYA 7
A list of qualified personnel and DNINNMI VIXIAN SVNN NNDOYI 8
authorized signatories for methods, .DMYN NPYTIN YMA0vWH
with their signatures. A list is expected \/ \/ \ \
for each enterprise sites (including
temporary, Permanent...)
A table of correspondence between INNN "DV 9
each procedure and the relevant \ \ \ \ N200NN MPNT PIND 29I 2
.D»NADN
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menT 9NN MWMINPN MPID noyNn Mpro nanNIn IN YTNND NONON [a=)alviy] menT pbivjal
Attached: Technical MK YN INND N2aNIN
Requirement VIDYY) surveillance QMS Extension | Re-Accreditation | Accreditation Requirement No.
Canlya surveillance or a new site
standards, reference documents, or
other applicable documents.
An updated Scope of Accreditation MY DTV NDNDN 4PN THON N10
document v v MO¥aN NYPIAN N2
Proof of participation/registration in PT -2 MONNYNY NN 11
(Proficiency Testing) PT (Proficiency Testing) not
including: 9919 required
A summary of all activities within the PT -n onna m»yan Yo by 0> ISO/IEb():/
PT (which tests were conducted, in L, DONT 1D 199 MPPTAIIN) | 17043 and
how many some specimens, in how 772VNN NIRYIN ,0°120 NN 17020
many rounds, the results obtained from ,DYINN DYNNYND NNV
the lab compared to other participants, \ \ v v D27 YMIY NPYL/MNDID/MPIN
deviations/trends/issues identified, MYND/ANIPNN MNP 1DIWIY
discussions held, corrective actions, N2 MLV JPINK APYN INDINY
planned and monitoring of Moo DXNNND/PNT PT N80 XY
implementation). The summary will be WA 1IN DY NTAVNN NYXOD JMIN
available, along with the current list T, MUY WA DIPON (MY W DY
(previous section) at least one month (BTP PYD) MOTWHN NPWIN OV
before the assessment planned. APIIND PTIN 53 280 YN INS?
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menT 9NN MWMINPN MPID noyNn Mpro nanNIn IN YTNND NONON [a=)alviy] menT pbivjal
Attached: Technical MINN YTN INND NININ
Requirement VIDYY) surveillance QMS Extension | Re-Accreditation | Accreditation Requirement No.
Canl2al surveillance or a new site
Updated PT status table, including nYo15N NOTIYHN PT ovvo nbav
information on PT programs in which WY PT nom 9y yn
the laboratory has participated, and a (TOPTNY) TP IT NI
two-year prospective plan for NNV MNINI MONNWNY
participation in inter-laboratory 555 (PT) 0»NTayNn»a . MINvH
proficiency testing (PT) at least for one 9PPN2Y NNV Y51 MNAN
method per technology included in the WPYANN NONONN
requested scope of accreditation.
Document describing in what ways the VN PNHIIRN TN INDNNN THON 12
organization is monitoring the validity \ \ \ \ JINSIND MPHN NN
of results
Statement of conformity to MOYLIYN NINNN NINNN 13
standards/specifications and clearly YY) DYVN9N/DIVITIVDD not
defined decision rules NINNNN DN 9y NVYNNN rz‘gitd
y y y y 1513,
ISO/IEC
17020,
ISO/IEC
17043
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menT 9NN MWMINPN MPID noyNn Mpro =laninl IN YTNND NONON [a=)alviy] menT pbivjal
Attached: Technical MNN YTN MK NI
Requirement VIDYY) surveillance QMS Extension | Re-Accreditation | Accreditation Requirement No.
(Canl%a) surveillance or a new site
Statement that at least ten (10) (10) qawy MNad WX NINNN 14
independent tests have been conducted MY 95 NMYN YNDI MP>Ta not
for each method included in the N N N nanonn aponay | reduired
. by
requested scope of accreditation. ISO/IEC
17043)
For accreditation Type C, where the ,Type C v nonon 9p>n May 15
laboratory uses a wide range of test 2N NNV NPYTIAY PTHIN JPNN IWRD not
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7.4 Guidance regarding some of the

prerequisites:

74.1

accreditation:

Performance of tests as a prerequisite for

74.1.1
10 tests, if possible, using the method for which the

ISRAC requires the performance of at least

accreditation is requested, as a condition for laboratory
accreditation for the performance of the tests /

calibrations.

e The tests shall be performed according to the
laboratory's procedure to which the
accreditation is requested and were performed
during the last six months.

e The test results should reflect the abilities of the

laboratory. For that reason, laboratories that report

only parameter values must demonstrate its ability
to identify the measured value. Therefore, in
analytical laboratories, and other relevant areas
where a negative response or lack of finding or
reported value is below the detection limit does not
necessarily represent proof of a reliable result, at
least five test results in which the parameters are
identified and quantified shall not be negative.

¢ When the laboratory is using a decision rule, or

when the result is qualitative, the tests sent to

ISRAC must include results that conform to at

least two of the decision rule categories. In any

case, the results must be reported while taking into
account any uncertainty values established by the

laboratory.

NPNTIPN MYWYT NN MINAN 7.4
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e The laboratory is required to demonstrate that
the complete test procedure was performed for
each of the tests, from the sampling stage to the
issuing of a test certificate (inclusive) (see
Procedure number 1-000006).

7.4.1.2

requirement is not applicable:

In special cases, where the above

o The laboratory shall inform ISRAC and specify
the reason. ISRAC shall review each case in
accordance with Procedure number

2-432009.

o Alternatively, in special cases the laboratory
may re-validate each test method that is not
frequently used, before performing the test (see
Procedure number 1-661004).

7.4.1.3 Preconditions for the accreditation of control

and surveillance organizations:

ISRAC requires the performance of at least 10
surveillances, using the method for which the
accreditation is requested, as a condition for the
accreditation of a control and surveillance body.
¢ The control and inspection body is required to
demonstrate that the complete procedure was
performed for each of the surveillances, from the
contract survey stage to the issuing of a certificate
(inclusive).

7.4.2 Validation of test methods

7.4.2.1 Laboratories requesting accreditation for
standard methods, or for methods that have been
validated by the kit manufacturer or by any other

body, shall submit the documentation for method

OO DMIYIN 9320 NIND NTAVNIN DY e
NN NXIVNA NPYTAN TPONN YNINN
NP (991) TV NNIXTN NPV /DTN
.(1-000006 1991 511 NXI) NTIVN
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YN NPT NVOY DY UTNN PN Y8aD
YN 5395 MNON DINYY YINIVI NN
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verification, demonstrating that the test procedure
implemented by the laboratory requesting the
accreditation conforms to the preliminary validation
requirements for critical characteristics (see Document
number G-119-005: Instructions for Test Kit

Evaluation).

7.4.2.2 Laboratories requesting accreditation for
non-standard methods (that are not performed

according to a standard), e.g.:

. In-house methods of the requesting laboratory.
. Methods based on articles.

. Methods that combine more than one standard.

° Methods that are performed in accordance
with a standard but was adapted/changed in the
laboratory beyond the parameters defined in the
original document (such as, different measurement

range or different matrix).

Organizations are required to submit a report
reflecting the method validation that was
performed, or the validation of the
modifications on the standard method. The
validation must be suited to the intended use
of the laboratory results, and meet the
laboratory clients’ requirements (e.g.,
regulatory requirements). The scope of
accreditation (appended to the accreditation
certificate) shall indicate "In-house method"
or "In-house method - based on standard ..."
for such methods. For more information see
Procedure number 1-661004.

NPONN MYITA TMY NINDN NYPIANN NTayNa
TAON NNI) DPVIIPN DININNT NIAY PNVYNIN

MY NHIWNY NN : G-119-005 ~901n
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7.4.2.3 For validated methods, e.g., standard
methods, kit methods, or other validated methods,
verification is required to demonstrate that the
obtained characteristics are within an accepted range

according to the relevant document. .

7.4.3  Proficiency testing (PT) and Inter-
laboratory comparison (ILC). Unless defined below,
see procedure number 1-000023, Definitions used in
the Israel Laboratory Accreditation Authority's
documents, the meaning of the following definitions:
Inter-laboratory testing, Proficiency testing, Intra-
laboratory testing.

Note: Under certain circumstances, Inter-laboratory
testing may be used as an alternative to a PT scheme.
When a laboratory does participate in inter-laboratory
tests it should define the acceptance and rejection
criteria of the comparison test. Comparisons between
branches in the same organization are not considered

comparison tests.

7.4.3.1 Inaccordance with International
Laboratory Accreditation Cooperation (ILAC)
requirements (see Document P9 in ILAC
publications and on the ISRAC website); the Israel
Laboratory Accreditation Authority (ISRAC)
requires laboratories requesting accreditation to
participate in inter-laboratory proficiency testing.
Participation in such programs, if such programs
exist (globally) must be proven. Evidence of

participation in at least one program for each testing

NPEN MY MW ANy 7.4.2.3

Y INNIN VP MOOY NPIPN MLV : XINTD
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technology used by the laboratory shall be submitted

to ISRAC with the laboratory’s documents.

A laboratory seeking accreditation/expansion
will send a confirmation of joining such a
program for each technology requested for
accreditation. In case Comparison Testing is
not available, the laboratory shall present an
alternative plan for the results quality assurance
including comparison of the laboratory’s results
with the testing results of an external
individual. The document should be sent to
ISRAC together with the application
documents. Evidence of satisfactory
participation in PT is a preliminary requirement
for accreditation in the specific field when

available and appropriate.

Preference is given to programs conducted by
known organizations, if possible that conform

to standard requirements:

ISO/IEC 17043: Conformity Assessment -
General Requirements for Proficiency Testing.

Laboratories may use the information available
on the ISRAC website, or request assistance
from the ISRAC quality administration and
heads of divisions in selecting the appropriate

programs.

7.4.3.2 Ongoing participation in comparison
testing is mandatory. ISRAC's policy for PT is
detailed in Procedure number 1-681001, published
on the ISRAC website.

TYOIN NYYN NANIT/NDNON NYPIANND NTIYN
NNN NN NINAY ,MIINNND NIMONT MITONN
955 .NNINONA NIMNYN NTIAYHNY MNINIV 502
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LDINNNY PNOT IUND
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ISO/IEC 17043: Conformity assessment -

General requirements for proficiency testing.

,DIVAN 9NN YT ITONY MIDOIN MTavHnn
N DY, MY DINNN WYX MDNN HMINa
ININNNN NMNNIND NN IND

NN RNV NN IYIAP Mannwin 7.4.3.2
NN NNDNON ,NT XYNI MWD NPITH NN
.1-681001 9901 Y112 MmN

DYN DOPMYN INY 93 .QA-1 NHBWN NPHRN PRI ISRAC 2wNn Sy DONYMN 19N DN 17 THDN SYW DX PRN DIWINGDD DOPMyn
7 December, 2020-2 DTN . 7292 YDOTIN 12 DY 9PN DM DIPIN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other copies are
uncontrolled and are only valid on the date printed. Printed on December 7, 2020




Website: Yes

MNP /N9NDN NANIN /YINN NONRDN /NINDNY NPNTPN MYIIT
Prerequisites for Accreditation / Re-Accreditation / Extension /

Surveillance

24 : NP7 190N

1-000014 : 9901 5NN

29 70 23 1900 91

Version number: 24

Procedure number: 1-000014

Page 23 of 29

7.4.3.3 Laboratory documentation

The laboratory shall specify the handling procedures
for received PT samples in its standard operating
procedures (SOPs). The SOPs shall detail at least the
following:

e Responsibility for performance and recording of
results.

e Analysis of individual PT results and long-term
PT results.

e  Comparison method between different methods,
technicians, equipment, etc.

e  Documentation of result analysis, deviations,
recurring deviations, etc.

Records shall be kept upon completion of each PT
results cycle. The records shall include reference to all
the results and shall detail the required corrective /
preventive actions following analysis of the results, if
needed. The report shall be signed by a senior

laboratory staff member.

7.4.3.4 Follow-up and reporting to ISRAC

o The laboratory shall maintain a controlled list
of all the tests included in the scope of accreditation.
The list shall detail the inter-laboratory proficiency
testing program(s) (PT) in which the laboratory
participates, and the frequency at which each test is
performed as part of the program. If the laboratory
does not participate in any PT program, the report
shall specify the reasons for non-participation. An
updated list shall be submitted to ISRAC at least one

month before each scheduled assessment.

First Accreditation/extension

nTAvnnOnon  7.4.3.3
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MININD NTTAN DXNYNN NMINHN M) ®
RTINS MYapnnn

DTy DMV MOV Pa INNYAN 19N @
/19 DYPYON

M¥IN N  MIRIND MM TN o
210 AN

91997 GUN TN MY PT MN8N 220 Y5 0Nl
M2WHN VP MRXINN DD MONMNN

MNP MIAPYI VI DTN NMIVIN/NNPNND
DM O DY DNN DIDN IVIAPNNY MXIND
TAYNa P01

mv MM apyn  7.4.3.4

95 5¥ NP NI DN NTIAVHN °
NN VD PN NAY ,NINONN PPN MPITIN
(PT) 1PNT2¥12 MINPN ARNYAD NPIDN/NNION
NPYTAN MINA NPT PN DTN NONNYNH
DN ,DIPNN DNIN .1 NNDNIA NTIYNI

MY PT N%5N2 NONNWN NPN NTIVHN
MNAY MY WNIN MOTIVH NNOYY .MON
0INN PTAN 95 NAY wIN

NANIN /7 NNIYNI NONON

DYN DOPMYN INY 93 .QA-1 NHBWN NPHRN PRI ISRAC 2wNn Sy DONYMN 19N DN 17 THDN SYW DX PRN DIWINGDD DOPMyn
7 December, 2020-2 DTN . 7292 YDOTIN 12 DY 9PN DM DIPIN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other copies are
uncontrolled and are only valid on the date printed. Printed on December 7, 2020




Website: Yes

MNP /N9NDN NANIN /YINN NONRDN /NINDNY NPNTPN MYIIT
Prerequisites for Accreditation / Re-Accreditation / Extension /

Surveillance

24 :NO 190N

1-000014 : 9901 5NN

29 70 24 1900 91

Version number: 24

Procedure number: 1-000014

Page 24 of 29

. The tests meant for accreditation shall be
performed in accordance with the procedure submitted
to be accredited by the organization and shall have
been performed during the last six months. The test
shall include all the phases of activity starting from
sampling/sub-sample (if applicable) up to the test

certificates (at least half the tests must be positive).

Note: If this requirement seems not applicable, the

Head of Division shall be consulted by the organization.

° Prior to the ISRAC assessment (surveillance
or re-accreditation) the quality manager shall prepare a
table summarizing all the PT activities (type of tests,
name of the organizer and weather it is according to
ISO/IEC 17043, number of samples, number of cycles,
results obtained by the laboratory compared to other
participants, deviations / trends / identified issues,
discussions held, and planning and follow up of
corrective / preventive actions). The summary shall be
submitted to ISRAC with the updated list at least one

month before each scheduled assessment.

° If the laboratory results in the PT tests require
inquiry, a report shall be submitted to ISRAC within fou
months of receiving the results. The report shall include
the deviating results, citation of the relevant procedure
requirement from which the results deviate and planning

and follow up of corrective / preventive actions).
7.5 Accreditation applications

751

organization shall submit the documents to ISRAC.

Initial accreditation applications: the

After an initial review and evaluation of the

organization's readiness for accreditation (see
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Procedure number 2-621001) an assessment shall be
scheduled in coordination with the laboratory.
Remark: ISRAC may decide not to proceed with
further assessment based on the review of the
documented information. In such cases, the results
with their justification shall be reported in writing to
the CAB.
752
assessments: the organization shall submit the updated

For re-accreditation or extension

documents no later than two months before the
scheduled assessment (see Appendix 1 to this
procedure). If the documents are submitted during the
last month prior to the assessment, and if due to the
late submission the assessor is required to reread the
documents and study a new version of the same
documents - the laboratory shall be charged additional
fees, based on the additional time spent by the

assessor.

7.6 Applications for extension: assimilation of the
current ISRAC requirements in the organization's

activities must be demonstrated.

7.7 Extension assessments can be combined with
pre-scheduled assessments. Please contact the head of

division to discuss the meaning of such combinations.

7.8 Payment should be made at the pre-assessment
stage (full fee for surveillance assessment, 50% for
accreditation / re-accreditation / extension
assessments) as detailed in procedure number
1-611002.

7.9 Timetable for scheduling an assessment
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ISRAC shall act to identify a suitable Technical
Assessor. If a suitable assessor is not identified within
six months, ISRAC shall inform the laboratory, which
is entitling to request that the process shall be stopped.
In such cases the laboratory shall be reimbursed.

7.10 Atany point in the application or initial
assessment process, if there is evidence of fraudulent
behavior, if the CAB intentionally provides false
information or if the CAB conceals information,
ISRAC shall reject the application or terminate the

assessment process.

7.11 A CAB shall be in the status "organization in
unitization" for a period of up to two years. As long as
there was no progress in the accreditation process in
the time period of 24 months, the CAB shall be
required to repeat the phase of submitting the

documents and payment of the document review fee.

8.0 DOCUMENTATION

8.1 Anaccompanying letter shall be attached to this

procedure where sent via e-mail (Appendix number 1).

8.2 Documentation of receivable CABs document
will be performed by the Head of Department using
form number T1-000014-03 (checklist).

The checklist shall be signed by the organization
and/or the Head of Department. Hardcopies shall be

scanned and saved in the organization’s folder.
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9.0 APPENDICES

9.1 Appendix 1: Letter of introduction to procedure
number 1-000014: Prerequisites for Accreditation / Re-
Accreditation / Extension / Surveillance.

9.2  Appendix number 2: example for a list of
authorized personnel to perform test / inspection/ any
activity for which accreditation is requested

9.3 Form number T1-00014-02 Notification to
Laboratory of Application Status.

9.4 Form number T1-00014-03 check list for
sending the CAB's documents.
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Appendix number 1:

Letter of introduction to procedure number 1-000014:
Prerequisites for Accreditation / Re-Accreditation /
Extension / Surveillance

To:

Subject: Assessment of Accreditation / Re-
accreditation/ Extension / Surveillance

Please be reminded to send two months prior to the
Assessment date, all the documents according to the
table mentioned in procedure 1-000014
Prerequisites for Accreditation / Re-
Accreditation / Extension / Surveillance.

For your convenience, please find attached the
document for presenting the requested scope
regarding your organization.

With best regards,
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